United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Track-mark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



J 0/5* 7.2! 2 



FILING DATE 



05/21/2007 



22428 7590 07/22/2009 

FOLEY AND LARDNER LLP 
SUITE 500 
3000 K STREET NW 
WASHINGTON, DC 20007 



FIRST NAMED INVENTOR 



Kazuyuki Takizawa 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



NCiovi.N. hao hiuyi. 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/587,212 


Applicant(s) 

TAKIZAWA ET AL. 


Examiner 

Bao-Thuy L. Nguyen 


Art Unit 

1641 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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DETAILED ACTION 

1. The amendment dated 13 March 2009 has been received. Claims 1-25 and 3 1 have been 
withdrawn. 

2. Claims 26-30 are pending and are under consideration. 



Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was pencilled or described in a printed publication in this or ;i loreiun countrs or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 26-30 are rejected under 35 U.S.C. 102(b) as being anticipated by Brown, III et al, 
(US 4,916,056). 

Brown discloses a flow-through assay device comprising lyophilized labeled reagents 
which may be disposed in a prefilter apparatus and a fibrous material having immobilized 
capture reagent. See column 8, lines 1 1-20. 

With respect to claim 27, Brown discloses enzymes labels. See example 3. 

With respect to claims 28 and 29, Brown teaches the detection of antigens or antibodies 
using the appropriate binding partners. See column 3, lines 45-50 and columns 5-6. 

With respect to claim 30, Brown teaches the use of glass fiber paper as the fibrous 
material. See example 2. 
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Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 26-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over Cole (WO 
03/016902) in view of Cole et al (US 5,141,850). 

Cole discloses a flow-through apparatus comprising a first member having a first, porous, 
reaction membrane to which is bound a capture analyte for binding to a reagent to be detected. 
A chamber above the first member having side walls and a base defined by a second membrane. 
In use, sample and labeled reagent is added to the chamber and allow to flow through to the 
reaction membrane. See page 4. 

Cole differs from the instant invention in failing to teach that the labeled reagent is 
immobilized in a porous material. 

Cole, '850, however, teaches a device where the labeled reagents may be provided 
separately from the porous membrane containing the capture regents or provided together on the 
same dipstick. See column 2, line 63 through column 3, line 37. '850 teaches gold sol particles 
as labels. Column 6, lines 15-23. '850 teaches the detection of analytes such as antigens and 
antibodies using appropriate binding partners. Column 9. The solid phase materials taught by 
'850 comprise cellulose and other equivalent materials. See column 3, line 59 through column 4, 
line 59. 



Application/Control Number: 1 0/5 87,2 1 2 Page 4 

Art Unit: 1641 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device taught by Cole (WO 03/016902) by immobilizing the 
labeled reagent into the second membrane because '850 teaches that having labels reagents in 
solid or liquid phase is functionally equivalent. 

A skilled artisan would have had a reasonable expectation of success in impregnating the 
labeled reagent in the second membrane because Cole '850 teaches that it is well known in the art 
to provide a simplified, inexpensive, efficient, fool-proof, pre-package, one step device that has a 
good shelf life characteristics. 

Response to Arguments 

7. Applicant's arguments filed 13 March 2009 have been fully considered but they are not 
persuasive. 

Applicant argues that Brown does not teach that the prefilter 22d comprises labeled 
reagents containing ligands which specifically bind to an analyte and does not play a role for 
contacting and mixing the analyte and the labeled reagent. 

This argument is not persuasive. Brown teaches that the prefilter is made of the same 
porous material as the instant claim. Brown also teaches that the prefilter 22 can perform such 
function as a reservoir to retain sample or slow the passage of sample or reagents to the reaction 
matrix, as a vehicle to retain reagents, e.g. lyophilized reagents, to be used in the assay. See 
column 8, lines 14-18. The lyophilized reagents are disclosed in example 2 as antibody coated 
microparticles. Brown teaches that the prefilter can be removed from the device but does not 
need to be. See column 8, lines 21-32. Clearly, if the prefilter is made of the same porous 
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material as the instant claims and it is an integral part of the device, it should inherently possess 
the same characteristics, i.e. the ability to mix with the sample analyte while in the prefilter. 
Although Brown does not specifically state that the antibody coated particles are the labeled 
reagents, a skilled artisan can clearly see that particulate labels are well known in the art. 

Applicant argues that Cole '902 and Col '850 do not make obvious the instant claim 
because Cole '902 does not teach porous material impregnated with labeled reagents and Col 
'850 does not teach the same reaction dynamics as the instant claims. 

This argument is not persuasive. In response to applicant's argument that the reaction dynamics 
of Cole '850 is not the same with that of the instant claim, a recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the prior 
art structure is capable of performing the intended use, then it meets the claim. In the instant 
case, Cole '920 teaches the invention substantially as claimed. Cole '920 differs from the instant 
claims in failing to teach that the labeled reagents are disposed in the porous membrane. 
However, Cole '850 discloses that it is well known in the art to place the labeled reagent into the 
second membrane because having labels reagents in solid or liquid phase is functionally 
equivalent. 



8. THIS ACTION IS MADE FINAL. 

set forth in 37 CFR 1.136(a). 



Conclusion 

Applicant is reminded of the extension of time policy as 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Bao-Thuy L. Nguyen whose telephone number is (571) 272-0824. The 
examiner can normally be reached on Monday — Thursday from 9:00 a.m. - 3:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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